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Protocol Registration 



Verify the study registration 

• Before the record is released to ClinicalTrials.gov, 

or as soon as it is posted on the public site, verify 

that all of the information in the record is correct  

– Study Type, Study Design and Phase 

– Outcome Measures 

– Study and Primary Completion Dates 

– Arms and Interventions 

– Eligibility 

• As the study proceeds, update the information in 

the record as necessary, particularly when there 

are Protocol amendments  
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Submitting Results 



Before Entering Results 

• Verify that the Protocol information is correct. Update and 

Release the record before beginning Results if necessary.  

• Review some of our help documentation to help you 

prepare: 

– ClinicalTrials.gov → Submit Studies → How to Submit your 

Results 

• Results Data Preparation Checklists 

• Simple Results Templates  

• Results Data Element Definitions 

– ClinicalTrials.gov → Submit Studies → Training Materials 

• Example Studies for Results Data Entry 

• Do a search on ClinicalTrials.gov for a similar study design 
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ClinialTrials.gov: Submit Studies 
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Results Data Preparation 
Checklists 
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* Outcome Measure Type   (Circle One)     Primary        Secondary          Other Pre-specified       Post-Hoc  Safety Issue?   (Circle One)     Yes         No 

* Outcome Measure Title 

   Outcome Measure Description 

* Outcome Measure Time Frame 

* Arm/Group Title 

Arm/Group Description 

* Number of Participants Analyzed 

Analysis Population Description 

* Measure Type * Measure of Dispersion/Precision 

(Circle One) 

Number 

Mean 

Median 

Least Squares Mean 

Geometric Mean 

Log Mean 
 

 

(Circle One) 

Not Applicable 

Standard Deviation 

Inter-Quartile Range 

Full Range 

Standard Error 

95% Confidence Interval 

90% Confidence Interval 

Geometric Coefficient of Variation 

[*] Category Title 

[*] Category Title 

* Unit of Measure 

Simple Results Templates 
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Search for a Results Record with 
a Similar Study Design 
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During Entering Results 

• Use the Help and Definitions links within the PRS 
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Request 1-on-1 Assistance  

ClinicalTrials.gov offers 1-on-1 assistance for investigators 

throughout the results submission process.   

• Contact us using the link at the bottom of the the Record Summary page  
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OR contact us at ANY time via email: register@clinicaltrials.gov 


